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DETAILED ACTION 



Response to Amendment 



1. Applicant's amendment of December 10, 2008 does not render the application 
allowable. 



Claim Rejections - 35 USC §112 



2. Claims 1 and 3-8 are rejected under 35 U.S.C. 1 1 2, first paragraph, as failing to 
comply with the written description requirement. The claims contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventors, at the time the application was filed, 
had possession of the claimed invention. Claim 1 requires the stepped portion to be 
greater in height with respect to the substrate than the reagent portion. Applicants have 
cited various passages in the specification and Figures 2 and 4 as support for this new 
limitation. There is no explicit teaching or suggestion in the text for this limitation. 
Figure 2 appears to show the top surface of the stepped portion (19) slightly higher than 
the top surface of the reagent portion (18). However, this appears to be purely 
accidental. The difference in height is so slight that the thicknesses of the stepped 
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portion and the reagent portion appear to be arbitrary. As stated in the MPEP, 
"Proportions of features in a drawing are not evidence of actual proportions when 
drawings are not to scale." See MPEP 2125. 

3. Note that dependent claims will have the deficiencies of base and intervening 
claims. 



Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

5. Claims 1 , 3, 4 are rejected under 35 U.S.C. 1 02(b) as being clearly anticipated by 
WO 02/05776 A1 . Because WO 02/05776 A1 is in Japanese all references will 
instead be made to US 7,267,750 B2 ("Watanabe"), which is an English language 
equivalent. US 7,267,750 B2 is a patent issued from a U.S. national stage application 
of WO 02/05776 A1 . As such US 7,267,750 B2 is presumed to be a faithful translation 
of WO 02/05776 A1 . MPEP 1 893.01 (d). 
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Addressing claim 1, Watanabe discloses an analytical tool comprising a 
substrate (2), a capillary (17 - col. 05:46-48) formed on the substrate (Figure 2) and 
including an introduction port (1 1 ) for taking a sample liquid into the capillary (Figure 2); 
a stepped portion (15) projecting from the substrate for preventing the sample liquid in 
the capillary from moving further (inherent property - see Figure 2. The stepped portion 
is clearly an obstacle to further sample flow); and a reagent portion (8) provided in the 
capillary between the introduction port and the stepped portion (Figure 2); 

wherein the stepped portion is greater in height with respect to the substrate than 
the reagent portion (Figure 2). 

Addressing claim 3, the stepped portion comprises electrically insulating layer 15 
on conductive layer 6. See Figure 2; col. 04:07-13; and col. 04:45-47. 

Addressing claim 4, for the additional limitation of this claim see Figure 1 and 
col. 04:48-50. Note electrodes 3 and 4. 
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6. Claims 5-8 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Watanabe as applied to claims 1 , 3, and 4 above, and further in view of Ikeda et al. 
US 5,582,697 ("Ikeda"). 

Addressing claim 5, In Watanabe the conductive layer is a measurement or 
counter electrode. 

Ikeda discloses an analytical tool comprising a substrate (1), a capillary (11) 
formed on the substrate and including an introduction port (right end of Figure 1) for 
taking a sample liquid into the capillary and a conductive layer formed as a dummy 
electrode (7) which does not contribute to the voltage application to the sample liquid 
(col. 04:24-30). It would have been obvious to one with ordinary skill in the art at the 
time of the invention to provide a dummy electrode as taught by Ikeda in the invention of 
Watanabe, which would also be under an insulating layer as are the counter and 
working electrode, because as taught by Ikeda then it could be determined whether the 
sample liquid has covered the entire reaction layer without affecting the measurement 
as would occur in a two-electrode system. See in Ikeda col. 10:58-65 and 
col. 02:17-30. 
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Addressing claim 6, as a first matter whether the dummy electrode is formed 
simultaneously with the plurality of electrodes is a product-by-process that does not 
materially distinguish the claimed invention from that disclosed by Watanabe as 
modified by Ikeda. In any event, it would have been obvious to one with ordinary skill in 
the art at the time of the invention to form the dummy electrode simultaneously with the 
plurality electrodes because will lessen the number of manufacturing steps than if the 
electrodes are formed sequentially. 

Addressing claim 7, In Watanabe the conductive layer is a measurement or 
counter electrode. 

Ikeda discloses an analytical tool comprising a substrate (1), a capillary (11) 
formed on the substrate and including an introduction port (right end of Figure 1) for 
taking a sample liquid into the capillary and a conductive layer formed as a detection 
electrode (7) for detecting whether or not the sample liquid of an amount necessary for 
analysis is supplied into the capillary (col. 04:24-30). It would have been obvious to one 
with ordinary skill in the art at the time of the invention to provide a detection electrode 
as taught by Ikeda in the invention of Watanabe, which would also be under an 
insulating layer as are the counter and working electrode, because as taught by Ikeda 
then it could be determined whether the sample liquid has covered the entire reaction 
layer without affecting the measurement as would occur in a two-electrode system. See 
in Ikeda col. 10:58-65 and col. 02:17-30. 
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Addressing claim 8, for the claimed air vent note element 12 in Figure 2 in 
Watanabe; for the insulating layer being configured as claimed note how insulating layer 
15 sits over the electrodes in Figure 1 in Watanabe; and for the claimed view in the 
thickness direction of the substrate see Figure 1 in Watanabe. 



Final Rejection 

7. Applicant's amendment necessitated the new grounds of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 
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8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ALEX NOGUEROLA whose telephone number is (571) 272- 
1343. The examiner can normally be reached on M-F 8:30 - 5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, NAM NGUYEN can be reached on (571) 272-1342. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

/Alex Noguerola/ 

Primary Examiner, Art Unit 1795 

March 1 1 , 2009 



